Novel agents: clinical trial design.
The development of molecularly targeted anticancer agents has become an attractive therapeutic strategy. However, evaluation of these novel drugs poses special challenges to laboratory and clinical scientists. These include the creation of appropriate models to assess the effect of the agent on its putative target, the validation of new surrogate endpoints, and the use of effective clinical trial designs. An overview of the difficulties in using a new paradigm of drug development for these target-directed compounds is presented and optimal clinical research methodology to determine their efficacy described.